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tephen Kurzmen, P.C.
ixcen, Bargrave, Devans zndé Doyle
020 Vermont Avenue, K. W. {Suite 1200)
Wzshington, LT 26005 -

RE: Ddcket Wo. 81lH-0022/CP0C04, CPOOCS ané
Docket No. 76N-0052H/CP0004, CPO0OS

Dear HMr. Rurzman:

This is in reply to the citizen petitiors submitted to the Fcod
&nd Drug Administration on September 26, 1983, and October 13,
1283, reguesting that the administrative records for the OTC
weight control drug products and the OTC nasal decongestant
drug procducts rulemakings be reopened to include new data and
infermation on phernylpropanoclamine hydrochloride.

ihe agency has decided to include the-deata in guestion in the
administrative records for the rulemakings for 0TC weight
contrcl drug products and OTC nasal decongestant drug

products. In the advance notice of proposed rulemaking for OTC
weight control drug products, published in the FEDERAL REGISTER
of February 26, 1982 (47 FR 8466). the agency stated that it
would continue to menitor further studies and information on
phenylpropanolamine. The data acccmpanying your petitions
provide additional information regarding the safety of
phenylipreopanolamine hydrochloride and is currently being
reviewed in ccnjunction with the development ¢f the tentative
finasl monographs (TFM) for OTC weight control drug preducts ang
OTIC nasal deccngestant drug products. The agency considers
your petitions to be "feecback" communicztions.

In the FEDERAL REGISTER of September 29, 1881 (46 FR 47740),
announcing the "feedback" policy, the agency stated that
"feedback"” communicaticons would not be included in the
aéministrative record for the related OTC monograph unless the
communication c1rectly influences an agency decision on a
particular matter in the monograph or provides the
substantiation for the eagency's decision on that matter. We
also steted. that the results of a study would be included when
they were one of the bases for the Commissioner's decision on
an ingredient. This feedback policy was further clarified in
the FEDERAL RECGISTER of April 1, 1972 (48 FR 14050). Because
the data accompanying your petitions )111 be used by the sgency
in reeching & decision on the classification of
phenylpropanolamine hydrochloride in the respective TFMs, the
agency is including it in the appropriate administrative
records at this time.
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.Sincerely vours,

wWilliam E. Gilbertson, Pharm. D.
Director

Division of CTC Drug Evaiuation

Cffice of Drug Standards

National Center for Drugs and Biclogics
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